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DETAILED ACTION 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought 
to be patented and the prior art are such that the subject matter as a whole would have 
been obvious at the time the invention was made to a person having ordinary skill in the art 
to which said subject matter pertains. Patentability shall not be negatived by the manner in 
which the invention was made. 

Claims 1-5, 7-9, 12-16, 18-32 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Cochran et al. (US Patent No. 5,215,521) in view of Kindberg et al. 
(US Patent No. Re. 35,164). 

Regarding claims 1 & 19, Cochran et al. discloses a tissue removal device and 
method, comprising: 

an elongate shaft(Figure 4, shaft of 26) having a distal end and a proximal end, 
wherein the elongate shaft defines a longitudinal axis; 

a bag support (26) defining an opening, the bag support being collapsible and 
expandable to open and close the opening; 

a bag (22) operatively attached to the bag support, the bag having an open first 
end operatively secured to the bag support and a closed end, the first end being 
connected to the support so that when the bag support is in the collapsed position the 
bag opening is substantially closed; 
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However, Cochran et al. does not disclose a bag having folds including at least 
one transverse fold or folding a bag transversely with respect to the longitudinal axis. 
Kindberg et al., however teaches of a device having a bag having at least one 
transverse fold or folding a bag transversely with respect to the longitudinal axis (Figure 
4). It would have been obvious to one having ordinary skill in the art at the time the 
invention in view of Kindberg et al. to fold a bag transversely with respect to the 
longitudinal axis with Cochran et al.'s invention in order to facilitate the insertion of the 
bag into the device (Column 4, lines 7-11). Examiner notes that the definition of 
"transverse," according to the Webster's online dictionary (www.webster.com , © 2002 
Merriam-Webster, Inc.), means "acting, lying, or being across: set crosswise" or "made 
at a right angle to the long axis of the body," both of which are taught by Kindberg et al. 

Regarding claim 2, Cochran et al. discloses a tissue removal device further 
comprising a tube (16) for receiving the shaft, bag support and bag. 

Regarding claim 3, Cochran et al. discloses a tissue removal device wherein the 
folds are capable of having folds approximately parallel with the longitudinal axis (Figure 
3). 

In regards to claim 4, Cochran et al. discloses a tissue removal device, further 
including a sheath (20) disposed about the bag assembly. 

Regarding claim 5, Cochran et al. discloses a tissue removal device, wherein the 
sheath is inherently capable of having a weakness for breaking away from the bag. It is 
noted that the sheath is made of "a plastic construction" (Column 9, line 42). 
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With regard to claim 7, Cochran et al. discloses a tissue removal device, wherein 
the sheath is inherently in the form of at least one of a mesh, net and lattice. It is noted 
that a solid is inherently is made up of a lattice, which is "a regular geometrical 
arrangement of points or objects over an area or in space" ( www.webster.com , © 2002 
Merriam-Webster, Inc). 

Regarding claim 8, Cochran et al. discloses tissue removal device, further 
comprising an actuation system (16, 18, 21, 24) operatively connected to the sheath in 
order to facilitate removal of the sheath from the bag assembly (Column 10, lines 28- 

35). 

In regards to claim 9, Cochran et al. discloses a tissue removal device, wherein 
the actuation system (16, 18, 21, 24) includes a tear line (21, Column 10 lines 1-5 & 28- 
35) formed in the sheath to facilitate tearing of the sheath. 

Regarding claim 12, Cochran et al. discloses a tissue removal device, wherein 
the actuation system includes an expandable member (24 & 26) positioned within the 
bag assembly. 

With regard to claim 13, tissue removal device, wherein expansion of the 
expandable member (24) is initiated remotely from the bag. 

In regards to claim 14, Cochran et al. discloses a tissue removal device, wherein 
the bag (22) has a proximal edge and a distal edge and includes a slot (Figure 4) 
formed in the vicinity of the bag support near the proximal edge to enable the diameter 
of the bag to be adjusted. 
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Regarding claim 15, Cochran et al. discloses a tissue removal device, wherein 
the bag includes a control line (26) for drawing the slot closed. 

With regard to claim 16, Cochran et al. discloses a tissue removal device, 
wherein the bag is conical in shape (Figure 4). 

With regard to claim 18, Cochran et al. discloses a tissue removal device, further 
comprising a control portion (18, 20, 21, 21, 24) operatively coupled to the proximal end 
of the shaft. 

With regard to claim 20, Cochran et al. discloses a method, wherein the bag is 
folded onto itself such that the proximal edge is inherently capable of crosses the distal 
edge (Figure 3). 

In regards to claim 21 , Cochran et al. discloses a method further comprising 
folding the bag so that the folds are approximately parallel to the longitudinal axis 
(Figure 3). 

Regarding claim 22, Cochran et al. discloses a method, wherein the bag support 
has a collapsed position (Figure 3) and an expanded position (Figure 4) and further 
comprising closing the upper end of the bag using the support (26). 

In regards to claim 23, Cochran et al. discloses a method, wherein the bag is 
folded onto itself such that the proximal terminal edge of the bag is substantially parallel 
with the longitudinal axis (Figure 3). 
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With regard to claim 24, Cochran et al. discloses a method, wherein the bag is 
folded onto itself such that the proximal terminal edge of the bag is substantially aligned 
with the longitudinal axis (Figure 3). 

Regarding claim 25, Cochran et al. discloses a method, wherein the bag is folded 
so that a portion of the bag is disposed distally of a distal end of the support (Figure 3). 

In regards to claim 26, Cochran et al. discloses a method, further comprising the 
step of placing the folded bag and bag structure into a sheath (Figure 3). 

In regards to claim 27, Cochran et al. discloses a method, wherein the sheath 
inherently includes a weakness and further comprising tearing the sheath at the 
weakness so as to release the bag (Column 10, lines 1-5 & 28-25). 

Regarding claim 28, minimally invasive tissue removal device for passage 
through a cannula, the device comprising: 

an elongate shaft (Figure 4, shaft of 26) having a distal end portion and a 
proximal end portion, the elongate shaft defining a longitudinal axis; 

a bag assembly (22 & 26) operatively coupled to the distal end portion of the 
shaft, the bag assembly including: 

a bag support (26) structure having a first position and a second position; and 

a bag (22) having an upper end and a lower end, the upper end having an open 
position and a closed position and being operatively secured to the bag support such 
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that when the bag support is in the first position, the upper end of the bag is 
substantially open (Figure 4) and when the bag support is in the second position, the 
upper end of the bag is substantially closed (Figure 3); 

However, Cochran et al. does not disclose a bag folded onto itself so as to form a 
transverse fold. Kindberg et al., however teaches of a device having a bag folded onto 
itself so as to form a transverse fold (Figure 4). It would have been obvious to one 
having ordinary skill in the art at the time the invention in view of Kindberg et al. to 
provide a bag folded onto itself so as to form a transverse fold with Cochran et al.'s 
invention in order to facilitate the insertion of the bag into the device (Column 4, lines 7- 
11). Examiner notes that the definition of "transverse," according to the Webster's online 
dictionary (www.webster.com , © 2002 Merriam-Webster, Inc.), means "acting, lying, or 
being across: set crosswise" or "made at a right angle to the long axis of the body," both 
of which are taught by Kindberg et al. 

Regarding claim 29, Cochran et al. discloses a tissue removal device, further 
comprising a removable sheath (22) disposed about the bag assembly when in the bag 
is in the folded condition (Figure 3). 

Regarding claim 30, Cochran et al. discloses a tissue removal device according, 
wherein the bag has a proximal edge and a distal edge (Figure 4) and wherein the bag 
is capable of being folded such that the proximal edge is substantially aligned with the 
longitudinal axis (Figure 3). 



Application/Control Number: 10/508,445 Page 8 

Art Unit: 3736 

Regarding claim 31, Cochran et al. discloses a minimally invasive tissue removal 
device for passage through a trocar, the device comprising: 

an elongate shaft (Figure 4, shaft of 26) having a distal end portion and a 
proximal end portion, the elongate shaft defining a longitudinal axis; 

a bag support (26) at the distal end of the shaft having a first position (Figure 3) 
and a second position (Figure 4), the bag defining a plane in the first position; 

and a bag (22) having an open end and a closed end opposite the open end 
(Figure 4), the bag extending along a bag axis which is perpendicular to the longitudinal 
axis (Figure 4), the bag having an open position and a closed position (Figures 3&4); 

wherein the bag being (Figure 3). 

However, Cochran et al. does not disclose a bag folded over onto itself such that 
the bag axis is oriented substantially parallel to the longitudinal axis of the shaft. 
Kindberg et al., however teaches of a device having a bag folded over onto itself such 
that the bag axis is oriented substantially parallel to the longitudinal axis of the shaft 
(Figure 4). It would have been obvious to one having ordinary skill in the art at the time 
the invention in view of Kindberg et al. to provide a bag folded over onto itself such that 
the bag axis is oriented substantially parallel to the longitudinal axis of the shaft with 
Cochran et al.'s invention in order to facilitate the insertion of the bag into the device 
(Column 4, lines 7-11). Examiner notes that the definition of "transverse," according to 
the Webster's online dictionary (www.webster.com , © 2002 Merriam-Webster, Inc.), 
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means "acting, lying, or being across: set crosswise" or "made at a right angle to the 
long axis of the body," both of which are taught by Kindberg et al. 

With regard to claim 32, Cochran et al. discloses a tissue removal device, 
wherein the bag is folded into a cylinder adjacent the bag support (Figure 3). 

Additional Claim Rejections - 35 USC § 103 

Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Cochran et 
al. in view of Kindberg et al. (US Patent No. Re. 35,164) and further in view of Summer 
(US Patent No. 5,899,694). 

Cochran et al. in view of Kindberg et al. discloses a tissue removal device with the 
aforementioned elements. However, Cochran et al. in view of Kindberg et al. does not 
directly disclose a tissue removal device, wherein the sheath is fabricated from a flexible 
heat-shrinking polymer. Summer et al., however, discloses a sheath fabricated from a 
flexible heat-shrinking polymer (18). It would have been obvious to one having ordinary 
skill in the art at the time the invention in view of Summer to use a flexible heat- 
shrinking polymer as the sheath material with Cochran et al.'s invention to permits the 
sleeve to be bent and minimize interference with the procedure, while also capable of 
remaining straight or assume other shapes, if desired (Column 5, 64-67). 

Additional Claim Rejections - 35 USC § 103 

Claim 10 & 11 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Cochran et al. in view of Kindberg et al. and further in view of Snow et al. (US Patent 
No. 6,402,722). 
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Cochran et al. discloses a tissue removal system with the above-mentioned 
elements. However, Cochran et al. does not disclose a device, including a cord 
operatively connected to the tear line for facilitating the tearing of the sheath along the 
tear line. Snow et al., however, discloses a cord (18) operatively connected to the tear 
line for facilitating the tearing of the sheath along the tear line (Abstract). It would have 
been obvious to one having ordinary skill in the art at the time the invention in view of 
Snow et al. to incorporate a cord with Cochran et al.'s invention in order to remove the 
sheath. 

Snow et al. further discloses a device, wherein the cord is connected to a control 
portion (16) at the proximal end of the shaft. 

Additional Claim Rejections - 35 USC § 103 

Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over Cochran 
et al in view of Kindberg et al. 

Cochran et al. discloses removal device and method comprising: an elongate 
shaft (Figure 4, shaft of 26), a bag support (26), and a bag (22) conical in shape. 
However, Cochran et al. does not expressly disclose that the bag can be trapezoidal in 
shape. 

At the time the invention was made, it would have been obvious to one having 
ordinary skill in the art to make the bag trapezoidal in shape because Applicant has not 
disclosed that making the bag trapezoidal in shape provides an advantage, is used for a 
particular purpose, or solves a stated problem. One of ordinary skill in the art, 
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furthermore, would have expected Cochran et al.'s removal device, and applicant's 
invention to perform equally well with either the spacing taught by Cochran et al. or the 
claimed trapezoidal shape because both shapes would perform the same function of 
retrieving and retaining tissue. 

Therefore, it would have been prima facie obvious to modify Cochran et al. to 
obtain the invention specified in claim 17 because such modification would have been 
considered a mere design consideration which fails to patentably distinguish over the 
prior art of Cochran et al. 

Response to Arguments 

Applicant's arguments with respect to claims 1-32 have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anuradha Roy whose telephone number is (571) 272- 
6169 and whose email address is anuradha.roy@uspto.gov. The examiner can 
normally be reached between 8:00am and 4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571-272-4726. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
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information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 

~AR 




